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NOTE: No Iaaer Iighl sti-, prcjarcllon syswrn, or de4Y3 ma> wary from cunpliam= uilh 21 CFR 1040.1 I(c) in oes”qn or use withal me appro.m or mw
appliosTIon in aoxxdance dtn 21 cFR I al 0.4. — —

iNSTRl!~ON3 ,: : :, , ., ,.-, .,

I checkall SPPkma ocw= and fyw or imm m~ 3. firmlyaw ‘~kalmri w !& Dd&brs ~“nagwnerr’! Branch (HFA305), Foco and

rtqwaswd mfonnarion ~n& .adrnksmnion, Rr?r10S1, S634 Fw’mrs bane, Roc4wIle. MD 20652

2 Suornrran wg--l am f- {4) ~P~. a EMef xktm numwx d assqned

I. NAME OF COMPANY
—

Oivins Ligttrwave Tachndogies, Inc.
z. mmss OF cOWWi OICI=S ZIP C*)(@ ~-o. @A@ m. m~- SCfU@sIw ~~= a~-~

181 I Dorothaa 8erkby, Michigan 48072
3. NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (k4J6v arise CU76J 5 DATE OF SUBMISSION

Daniel S Pinkos 248.39S.6100 voi4f@c April 15, 1999

6. mE APPLGANT REQuESTS T1-rE vARIANCE TO BEIN EFFECT *R A PERIOD OF ~ YEARS FROM THE DATE OF ISSUE (m

wrkw ma 4XWCY WdlaOPWW H KMVJ= W my IWOram= Ha ww~ IS w-r- a~wr~ -m aw=~ = w oft~ ~~.)

7. PRODU~ DESCRl~ON AND USE

a LESTNAME ANDOR MODEL NUMBEFW) FOR ~=~~~~ uGtIT SHOWS) AND PROJE~OPW)

Oivine Lghhv’ave Technologies Moael FF1.P
o PROCIuCr FOFI WHICH A VARIANCE IS REQuESTED

~ A Wiar cWplaY*wW
“–- @ A pfqecmrror - ms~ mnrano-

Q A ~=r l#rr snow

Cl Ormr @+a=@)

c. ❑ PROJECTORS ARE INTENDED FOR SALE, LEASE. OR LOAN TO
OTHER LASER LIGHT SHOW PRODUCERS

d PRODU~ IS lN~NDED ~R USE IN A

R Plwrewfwm or omer aune pro@3km swum.re

IXl lhemr

@ ?iOWMoId beilrcw71 or meslin~ mom

~ Srore 4i6@irys

@ Trade shaw orcarwembrr

@ Dscdreque or rI19hrOkb

(ZI Pavlrion

Q In@or arena

~ Ou@oor arena

I?J M-m

.- D Ouwor unendrksed area

n Ouwf (S@=%)

e. PRODUCT IS INTENDED TO BE USED

~ AT my one (F&@ Ir=iidon

(Zl mawarirmaffl-lwons

O Omer @PL=W.

6 LASER RAOIJ

MSER MEDIuM (&, HAWA@erc.) I WAVE LEI
I

[. PRODUCT 1$ INTENDED TO 8E U=ED AT ANY ONE LOCATION

M Mom man 15 days

@ blare man 6 Dm nm mom Uran 15 daYS

❑ 1..awa7tmn6clays

3, TOUR IS INTENDED TO RuN FoR

o More man 6 mcs’rms

o l-6n?wruis

❑ L@3SIhi3n one momh

~ Ncn applkabie (Abfa kw~

u -r ($=4!)
7. PRODUCT uTILIZES ThE FOLLOVt/lNQ w3ER EFFECTS

@ Fron~ scI=en pm-

@ Rear amen pr-

@ Holographic clisplaya

~ MIJMple relledwaHWackm efk.crs

❑ AmYiem= scanning (X@ ihchdwi twmrrtig atry am9as-

~mM@o times)

❑ RIS~@~ f~~ ewionw remora or mi~r~

eurhoas (awl M9mkas)

El BW40nw ir-isti of rowing mirror balm, m.

@ Scanning lrrWiidofi of rmaring mirror natla, em.

m Fikr oplic pro@dcrrv3

El 1%1 -b or arlw =merhg fmnanc-anr efkms

~ ~er f-) SIQ?E - TNImmqRI

ION &vELS

Ire-is finm) PEAK mwER (r?wls)

Kr/Ar Mixeci Gas ] 647,521-515, 488+’7, 458nm 1.1,0.7,0.8,0.05 wans

=’ -
9. IF ANY tASER FLAPIAWON 1$ PIJBED OR SCANNED, GIVE TI-IE PUEE WRATION AND RATE AND SCANNING FREQUENCY AND AMPUTWE

Laser radiation is scanned at 30K and has a deflection amplitudeof up to 80 degrees

T9Rt=kSON FOR REQUE$TINQ VARIANCE

~ Ca@ianuB with me Iimlts of 21 cFR 1040.1 l(c) *UW realms me irm?nraeouse of me proaua -UOS corrrpliince would
Gmirthe empul par 10 mtiexra3mIha! * aesired efb3s WOW not Cx3rrufk$mwty visible

•l Omer or eradibnal e@anatin 60ec7@~

I
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11. MANNER IN WHICH I I m rmur%mcu Iw - .nlb I t.”-.! ,,. - , .--- .,.-..-. . .

T-496 P.03/04 F-D67

D 11is prOIXSea ~odawma frun me prows+,,~ of 21 cFR 1OI$O1l(c) in mal me ~aaiM$ em!sai~. S,SII =tm[d exceed ftre
aocessIPla arrksaion lima speciffee m 21 CFR 1040, I I (c).

D II ts proposed 10 devia~ from me prowmms of 21 CFFt 1040.11(c) as follows

12. ADVANTAGES TO BE DERIvED FROM SUCH DEvIATION

❑ Omar or adarI-bnal aOUamege4 (~~ m8e~sb)-

IS. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROWDED, (Cn--- mew-S as WWY- m irw 74 %’amwks,’
jumr7Yemy tie= *~ I=@ am--mews= neceawk Skve any ormw mews @ tatiafkw pmhxmiw met wIN @ usew

0. IZl AII laserprod-. 6Yacerns, snows. and Prcrjaaors N~l pa aermlaa 10 camp4Y wim 21 CFR 1040.10 and Me =dhiona 07mLs waiisoce arm M-u
pa rapomd a raqmed by 21 CFR 1w2.1o AND Wz?,l 1 using ma reportng guides! pravidea for sucfr pwpoaa. Thssa amens rNirIoe
aczorrrplistwa prkor10 any irvrodumion mm camwrce.

I
P. El EffecrsnoImediicelw i~W* in Ibis variama ammmkrr wirlnol t= PIEffWITIUO.NO Omer effKTS *II * addm umil an amendfrrm 10 me

varfama ha$ Dearr 00EIIIMW ana me required repons or supplernems, as a@lbaDIe, news+r%err smmineo

c. ❑ S0Sr171ifl&projacwon, or rafieaon of mear ano oariamm raalauon tzcmr =VU- rarxee~ m= I=I@w= DCowr a=x=ik Wn=mrdw araa~
will nor be parmlneo exzspI for dIfhSS reffemona prodw=a oy rhe aun=pnarer aadedatmoaphencaranering mfde, arm largm acraamr

a. E Lasex radiatbn Iewsra in ~ of ma limrts of Class t will nor be *mmtea al any pain; leas man S.0 mewrs above any surface upon wnlch
pamens odrar man operaom, perfomrem, or employaear are parmimml 10 mend or 23 ma7era Oaf- or in Ws7el aaparericm from any place
ware tmcfr pemena are parmhwd m OS. OpOmIofa, pfmmera, and ampl~ *iJl WI Da r~uir@4 or atlatea 10 wiftx raaiarico a-e IIW
hmtra of class I or DS eapaaaa w raakmlorr tmoua rrre Iimlla apacrfii In 21 CFR 1040.11(c).

e. ❑ Any pma~WhIdIrdia6 on acarming 10 rnaer ~, exposure, or pmlurn*sa Ihriwwill*rporawa 80SM~Q aafaguar6 _ whl@I
W?+31y Sens=i scanner mdcrn afid wn-krr dfl rwcr ftxm enough 10 preduae axceemg Iha ap@iroIs Iimi[.

f. !lQ All @ear ligm snwa shall pa w’roar me area and I=rsonal mrrlrol of lrameQ, SOmpemm apSr?OXa). The OPSrWor(S) wilr:

(1) Be ao arnpIayee of ma uarlarm ridder who 41 0a rSS~n8ible for Me !mlrri~ and fhe cenducr of Ure eperaw

(2) Be Ioamed wtrare all poem pama can oe dir-y of=emea al ZIJIties, and

(3) lmmediamty farminate Ure amisskm of bqhl t#Iow mdiakn in the avem of arrY wIaafe rnndfiion; or, for Ould-r snows, upon raq@fn
by any Sk waffic comfel offioIGla.

E Therrwimm Iaaerpm-r OUIpr.opmr Wifl noI e===d MIS IIBWC$rquirad ro omain the iraerrda efJ$ua
--

h. R Ths P@I@OP $y=mrn (le.. PWP@ZSZV4@al@W~PLSW~ uwfo~ W JW9 e~e~) @ b ~~ nror.rmador
Jinrm@ifQatf m Pr?wam untmwrdad movefrrarm or mlsalignmenr. Baem rnaakng wNI oe Pmvidad as an Wrtterawrr pan of R aysrem design m

pramm -erflulng of screens, beam stops, tsrgels, etc.

i. ~ User pr@ecrw’s ~ nol PaI dafherecl:0 any mhrsr parly Under an agreenral? of sate, Ieam, or IOan !mkas and urw UK?recipiam demonatrwes
zhar may hmm a varkmoe in affael a! Ure lima of (Jehwry tiaI permits urern w praaum laser l~hI shows i~rp6mlif?g sucn projemor(si).

J M In ~~~= 10vw rSWBMWITS~ 21 CFR WW.lWL uwmrmuf-rer of I-= Prd=-by-ma WIIIprme IOpm BWIOpur-*=.
lewre,or bnow ma e@prrferfr, edqme u8era’ Inarmcliom for Me inahuhxicm and q=rarim 9tIlc5 axphirr me reepmalbihy m me ra+lsm
as an inde~ndem bghf show msnufarzumr w q.ronril the ~uirad rapons awa ap~y fer ana oma-m a varlence from CfJRH pm ra “mwoauaion
irm eemmeroa of any raaer light srio-9.

k. &l Tha requirements of 21 CFR 1~2.30(aXl} and (2) dl ~ ~mprishad U_ma.qhh u= c# twinen Prooadwes for SSIWP,aliinmam, Iearmg,
am perTorma~ of ea#I ahrw dte~ procedures uifl ~ in auffiaem ciemiI lo errsmra =x’np~ w~ 21 CFR 104).10. the amduona of IW
varfance+,end Ihe omtrd d accam 10 radish iarx using me promcbraa d~ In dre ANSU13S.T emaara for ura safe use of IQaara
{AWAWJ ti@I#Sss~ btirum. 16S0 6mearwa+k*W W2rKNY 1W18J or my other tJquW@SM user oansanaus manaard arm, were
appketie, mate or Iaoalraq.hamtuws. beer raaiauan areas *i ean ooraain radla~i Isrw4s abmm We Iimh-sapedfiarl In 21 CFR 1040-ll(c)
will be xisrly Identified by the posong of aamlng alms arrr#or ramrkztq aaaas through DhyaEsl means (M ~pmsum stidJtar. -
~, ~ -, *J. Thaatr raquiramams *ply la Wrrpara~ amaaI (* as @*ael* *a@rmr3m~m@ arm 10 firwrtof

-em aff== ~ **n= ndwr *T main 1~ r==m of mBSS P~KLS anCI* fEPUhSof al mfma =S qdfad by 21 cFR 1OOZ3I- A
oopY ef me =rf$faae app@@@h * amrovar Ienar, cumam prw3dure5 arraremds refaring IO aaah penlraJlar ahouJWigba WWIme opararm
or crher -Eitie IndMdIJsl and wifl ba m-e mraiiada for In-by FDA end txher roapansbkr iwdmmifs
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1. ❑ AdwanW w~a ilo!lf~llofl will Oa IWK earl y as poame Yoappropmle rweria. Smc+ w m- - I auulul 11100 p!vwlull!y ~llw- JUlml-i , . ..”.

owes am locations claanY and tamplekz rdet’r!ilkd, and a meic d-tiplm a mewpo=d13~.--S lmu~nga-lernOnlof me m=mrum
peer oqn.rl mlenaaa. Such n~iblicurs will be made, W1 r!ol MsaarUy be hmheo, 18

(1) The Cemer for P=aoaa and %drologi- Healm. OIfk@ of Comphenm? (HFZ-2). 209S Gaimer RcW1. Rc=kille, MD 20550. pmWlrng Ihe
mrrisl am doalng oama lor flwea Inaudlalkms ar@ Vwr “tinerary for molSla shows. m atMillen, unteaa all aapcm of eearrshow have Daen
reponecl and FrSfWiUl mmtbera ctaafly refererusm, rmc?rnoka will mdde dekmleci riaeerlpUorw of** show and a Iiarrtlg ar all effesns To
oa paflormad ‘m auflk$em dtnail to eorrfkn currpliem= wnh dm rr@aUoms am mis *tin=.

(2) The I%kral Awalicm Adminiirat,on (f-) forany pru~ons ‘hto opm aimpaoe al anY time (h, ~~~ sor up. ‘.s%W7WrL rehss=als,

pmtve=. UICJ If WreF* c@j~*manY beer effema, tna oojenbns WIII be readt-d and anY ootit!i~s requemad by FAAWIII t=
ararterad m. If uraee Oonfln-brtscanner b met me Obj&X@ftaPle ehxs *III he oelemd from me snow

(3) SWte and local MdialiOn canlrol officearegmx’= fOr all sfwws 10 Be perTorm@l wItIirr Ihair iurkdrd~s. All reqhwrwrrm of male and 100al
Iaw will be sallsfied and anY oPi~Ions raised IIY 1+ auWWi6S WI Oe raSONeCfor Ine effecM derlel=i. IA tiwo/fauamI awsrara Qm@e is
avaUab43 fm W Gwrbsr kvOemm3s aMfkM3tar lti95Yrh ~ lar@Usl)

Iq. REMARKS

We request that our variance be approved for a period of 5 years. This laser projector is

our primary product and we do not anticipam functional changes to the hardware.

We will immediately report any mode! changes during the extended variance period.

--

-—

CERTIFICATION

I CEKlliW maI au or Ihe am= hforrnaiion ma ammama areUU%c=rwkxe,andcw~ to me beet d my kmwfeu$ys end aeknowmdga mat
my w-Ms= appkerial may * denied crr my uarlara may ~ rewlre4 if ttk ap~~ ia frarrm 10 pa false, misleading or haYrrocI In any
rrmmrfal way. I have eucsnlnsd tmd wifl SUMI aU raporta ~ured w 21 CFR 1=.10 am 100211 on IFIS taaer equlprnem am enuw(s). I
f!mher umemlaml lhm I may m! required w reguldon or by the Dire@or, Caner for O&?v-Zeaand Radloiqid Healm, 10 SUPPY aum rzner
lrrfomvmon as may & nec+xaaiy W evaluaua and ael on tnis appliceh,

6. SIGNATURE 116. NAME (T@s arPtw [17. IITLE

Daniel B Pinkos President

[ I
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